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Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Re: 00P-1600/CP1 — Suitability Petition to file an ANDA for an ivermectin product
for oral use in horses

Request to Hold Decision and Intention to File Addendum to Suitability Petition

To Whom It May Concern:

On behalf of our client, Royer Biomedical, Inc. (“Royer”, formerly known as Buford
Biomedical, Inc.), we request that the Center for Veterinary Medicine hold its decision on
the above referenced petition (dated November 1, 2001, attached) until an addendum that
Royer is preparing has been received and considered by the Center. Our intention is to
submit an addendum to the Suitability Petition within the next two weeks.

If you have any questions about this notification of intent or request to hold the
suitability petition decision or the Center plans to decide on the matter prior to receipt or
consideration of the addendum, please contact either my colleague, Brian J. Malkin, or me
at 202-737-5600.

| LET!
gop-1¢7°



Dockets Management Branch (HFA-350)
February 2, 2001
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Sincerel

Attachment

CC:

Sam Hansard, II (HFV-102)
Center for Veterinary Medicine
Food and Drug Administration

Dr. Garfield Royer
Royer Biomedical, Inc.

Dr. Gerald Guest

Consultant to Royer Biomedical, Inc.
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SciReg, Inc.

Science and Regulatory Consultants

November 1, 2000

Dockets Management Branch, HFA-305
Room 1-23

U.S. Food and Drug Administration
12420 Parklawn Drive

Rockville, MD 20857

0,01

Re:  Suitability Petition to file an ANADA for an ivermectin product for oral us
horses

Dear Sir/Madam:

pd 1= 1 00,

On behalf of Buford Biomedical, Inc., SciReg, Inc. is submitting the enclosed Suité\fiﬁlity
Petition. In the petition, Buford Biomedical requests consideration to file an Abbreviated
New Animal Drug Application (ANADA) for the use of a dosage form of ivermectin that
differs from the pioneer product approved under NADA 134-314 (Eqvalan Paste).

If you should have any questions regarding the enclosed materials, please contact me

directly.
Sincerely,
James S. Damico
President

Enclosure

. 12733 Director’s Loop, Woodbridge, VA 22192 }D /
/Q__ / 6 00 Telephone: (703) 494-6500 Facsimile: (703) 492-6600 C
O O www.SciReg.com



Suitability Petition

Identification of Petitioner

This petition is submitted on behalf of Buford Biomedical, Inc. (4580F Mack Avenue,
Frederick, MD 21703), by SciReg, Inc. (12733 Director’s Loop, Woodbridge, VA 22192)
in accordance with Section 512(n)(3) of the Federal Food, Drug, and Cosmetic Act.

Action Requested

The petitioner would like to file an Abbreviated New Animal Drug Application
(ANADA) for the use of a dosage form of ivermectin that differs from the pioneer
product approved under NADA 134-314 (Eqvalan Paste).

Specifically, Buford Biomedical requests permission to submit an ANADA for a 6.8%
ivermectin microbead (powder) formulation (i.e., 68 mg ivermectin/g powder). The
product will be administered to horses orally in a small amount of feed. The pioneer
product is formulated as a 1.87% (18.7 mg/g) paste that is administered directly into
horses’ mouths. Please note that FDA’s Center for Veterinary Medicine has previously
approved Suitability Petitions for very similar dosage form changes (89P-0509 and 96P-
0438). '

Statement of Grounds

The petitioner intends to package its product so that one bottle delivers the same amount
of ivermectin as one syringe of Eqvalan Paste; that is, one bottle (1.68 g) will treat up to
1250 pounds body weight. The recommended dose rate (91pg/lb. body weight) for the
pioneer product and Buford Biomedical’s proposed product is identical.

Aside from changes necessitated by the different dosage form, the indications,
precautionary and warning statements, and other labeling for the proposed product will
be identical to the pioneer product. Enclosed please find two copies of the pioneer label;
one is marked to indicate changes that will be made for Buford Biomedical’s proposed
product.

Both dosage forms are administered orally and the clinical effect of both is expected to be
similar. In the ANADA, the petitioner intends to demonstrate bioequivalency, in horses,
of the proposed dosage form relative to the pioneer product.



Environmental Impact

The action of submitting this Suitability Petition and its review by CVM is not expected
to have an environmental impact. The action requested qualifies for categorical
exclusion under 21 CFR, Part 25.30(h) from the requirement for an environmental
assessment and, to the best of the sponsor’s knowledge, no extraordinary circumstances
exist.

Economic Impact

An economic impact analysis of this action will be provided upon request of the
Commissioner.
Certification

I, James S. Damico, acting as Buford Biomedical’s representative, have included all
information known to me which is unfavorable to the petition.

es S. Damico
President
SciReg, Inc.*
12733 Director’s Loop
Woodbridge, VA 22192

*SciReg, Inc. is the authorized agent for Buford Biomedical, Inc.
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Dockets Management Branch
(HFA-305)

Food and Drug Administration
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